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4a) Of the above claim(s) 1-10, 14-15 is/are withdrawn from consideration. 
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DETAILED ACTION 

1. Applicants' amendments of 12/02/2008 are acknowledged. Claims 6 and 1 1 have 
been amended. 

Status of Claims 

2. Claims 1 -1 5 are pending and under consideration. 

Drawings 

3. The drawings submitted 12/21/205 have been accepted by the examiner. 

Specification 

4. The disclosure is objected to because of the following informalities: 

Use of multiple abbreviations such as GCMP, GBSP, GYMP, GWMP, MWCO, 
SEC-MALLS etc has been noted in this specification. Full name and description of 
these abbreviations are required when they appear first time in the specification. 

The use of the trademarks has been noted in this application. It should be 
capitalized wherever it appears and be accompanied by the generic terminology. 
Although the use of trademarks is permissible in patent applications, the proprietary 
nature of the marks should be respected and every effort made to prevent their use in 
any manner which might adversely affect their validity as trademarks. 

The specification has not been checked to the extent necessary to determine the 
presence of all possible minor errors. Applicant's cooperation is requested in correcting 
any errors of which applicant may become aware in the specification. Appropriate 
corrections are required. 

Information Disclosure Statement 

5. The information disclosure statement filed 12/21/2005 has been considered. An 
initialed copy is enclosed. 

Election/Restrictions 

6. Applicants' election with traverse of 12/02/2008 is acknowledged. Applicants have 
elected group III, claims 1 1-15 which are drawn to a conjugate vaccine. For election of 
species applicants elected Streptococcus group B. The traversal is on the ground(s) 
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that do not lack unity of invention, because the amended claims are linked by a 
common special technical feature to form a single general inventive concept. The 
special technical feature in this case is an immunogenic conjugate comprising a 
carbohydrate (e.g., a capsular polysaccharide) covalently bonded to tetanus toxin 
Fragment C. This is not found persuasive because: 

The inventions listed as Groups l-lll do not relate to a single general inventive 
concept under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or 
corresponding special technical features for the following reasons: The special technical 
feature-linking groups l-lll appears to be tetanus toxin C fragment. However, 
Fairweather et al. (US 5,443,966) prior art of record, international search report teach a 
process for producing fragment C of tetanus toxin and conjugate vaccine which 
comprises fragment C and may include other antigens to provide a multivalent 
vaccine ( see column 3, lines 20-24). Therefore, the technical feature linking the 
inventions of groups l-lll does not constitute a special technical feature as defined by 
the PCT Rule 13.2, as it does not define a contribution over the prior art. As set forth 
above, each of group l-lll has a special technical feature that is not required for the 
other groups. 

The requirement is still deemed proper and is therefore made FINAL. 

Claims 11-13 are under consideration. Claims 1-10 and 14-15 are withdrawn 
from further consideration pursuant to 37 CFR 1 .142(b), as being drawn to a nonelected 
inventions. 

Claim Rejections - 35 USC § 102 

7. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 
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(b) the invention was patented or described in a printed publication in this or a 
foreign country or in public use or on sale in this country, more than one year 
prior to the date of application for patent in the United States, 
(e) the invention was described in (1) an application for patent, published under 
section 122(b), by another filed in the United States before the invention by the 
applicant for patent or (2) a patent granted on an application for patent by 
another filed in the United States before the invention by the applicant for patent, 
except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application 
filed in the United States only if the international application designated the 
United States and was published under Article 21 (2) of such treaty in the English 
language. 

(e) the invention was described in a patent granted on an application for patent 
by another filed in the United States before the invention thereof by the applicant 
for patent, or on an international application by another who has fulfilled the 
requirements of paragraphs (1 ), (2), and (4) of section 371 (c) of this title before 
the invention thereof by the applicant for patent. 

8. Claims 11-13 are rejected under 35 U.S.C. 1 02(b) as being anticipated by 
Wessels et al. (Infection and Immunity, vol. 66, no. 5, pp. 2186-2192, May 1998) from 
hereon called Wessels I. 

The claims are drawn to a conjugate vaccine comprising an antigen that has been 
conjugated to tetanus toxin Fragment C, wherein said antigen is a capsular 
polysaccharide of Streptococcus group B. 

Wessels I teaches a conjugate vaccine comprising an antigen that has been 
conjugated to tetanus toxin, wherein said antigen is a capsular polysaccharide of 
Streptococcus group B, (see abstract, page 2186 and 2187). Wessels I does not 
explicitly disclose Fragment C; however this fragment is inherently included in whole 
length tetanus toxin. The prior art anticipates the claimed invention. 
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9. Claims 11-13 are rejected under 35 U.S.C. 1 02(b) as being anticipated by 
Wessels et al. (Journal of Clinical Investigation, vol. 86, pp. 1428-1433 November 
1990) from hereon called Wessels II. 

The claims are drawn to a conjugate vaccine comprising an antigen that has been 
conjugated to tetanus toxin Fragment C, wherein said antigen is a capsular 
polysaccharide of Streptococcus group B. 

Wessels II teaches a conjugate vaccine comprising an antigen that has been 
conjugated to tetanus toxin, wherein said antigen is a capsular polysaccharide of 
Streptococcus group B, (see abstract, page 1428 and 1429). Wessels II does not 
explicitly disclose Fragment C; however this fragment is inherently included in whole 
length tetanus toxin. The prior art anticipates the claimed invention. 

10. Claims 11-13 are rejected under 35 U.S.C. 102 (b) as being anticipated by 
Michon et al. (In Streptococci and Host. (Ed). Horaud et al. Plenum Press, New York, 
pp. 847-850, 1997) IDS of record. 

The claims are drawn to a conjugate vaccine comprising an antigen that has been 
conjugated to tetanus toxin Fragment C, wherein said antigen is a capsular 
polysaccharide of Streptococcus group B. 

Michon et al. teach a conjugate vaccine comprising an antigen that has been 
conjugated to tetanus toxin, wherein said antigen is a capsular polysaccharide of 
Streptococcus group B, (see abstract, page 847). Michon et al. do not explicitly disclose 
Fragment C; however this fragment is inherently included in whole length tetanus toxin. 
The prior art anticipates the claimed invention. 

11. Claims 11-13 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Jennings et al. US 5,993,825 

The claims are drawn to a conjugate vaccine comprising an antigen that has been 
conjugated to tetanus toxin Fragment C, wherein said antigen is a capsular 
polysaccharide of Streptococcus group B. 

Jennings et al. teach a conjugate vaccine comprising an antigen that has been 
conjugated to tetanus toxin, wherein said antigen is a capsular polysaccharide of 
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Streptococcus group B; (see abstract, columns 1, 3, 4, 5 and claims). Jennings et al. do 
not explicitly disclose Fragment C; however this fragment is inherently included in whole 
length tetanus toxin. The prior art anticipates the claimed invention. 

12. Claims 11-13 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Michon et al. WO 2004/01 1 1027 A1 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act of 
1999 (AIPA) and the Intellectual Property and High Technology Technical Amendments 
Act of 2002 do not apply when the reference is a U.S. patent resulting directly or 
indirectly from an international application filed before November 29, 2000. Therefore, 
the prior art date of the reference is determined under 35 U.S.C. 102(e) prior to the 
amendment by the AIPA (pre-AlPA 35 U.S.C. 102(e)). 

The claims are drawn to a conjugate vaccine comprising an antigen that has been 
conjugated to tetanus toxin Fragment C, wherein said antigen is a capsular 
polysaccharide of Streptococcus group B. 

Michon et al. teach a conjugate vaccine comprising an antigen that has been 
conjugated to Fragment C of tetanus toxin, wherein said antigen is a capsular 
polysaccharide of Streptococcus group B, (see abstract and claims). Michon et al. 
teach Fragment C of tetanus toxin (see figures and claims 5, 36, 43 and pages 4 and 6). 
The prior art anticipates the claimed invention. 

13. Claims 11-13 are rejected under 35 U.S.C. 102(e) as being anticipated by Michon 
etal. US 6,602,508 B2. 

Note: The specification defines Fragment C as 52 kilo Dalton fragment of tetanus toxin. 

The claims are drawn to a conjugate vaccine comprising an antigen that has 
been conjugated to tetanus toxin Fragment C, wherein said antigen is a capsular 
polysaccharide of Streptococcus group B. 

Michon et al. ('508) teach multivalent GBS conjugate vaccines comprising the 
multivalent conjugates, wherein different types of GBS capsular polysaccharides 
including types I, II, III, IV and V 
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are conjugated to a single protein, such as tetanus toxin (see abstract, claims, and 
columns 3 and 9). Michon et al. ('508) teach fragments of tetanus toxin with molecular 
weight of 15, 33 and 51 kilo Dalton). Michon et al. teach Fragment C i.e. the 51 kilo 
Dalton fragment (see column 9). The prior art anticipates the claimed invention. 

Status of the Claims 

14. No claims are allowed. 

Conclusion 

15. Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Khatol Shahnan-Shah whose telephone number is 571- 
272-0863. The examiner can normally be reached on Monday-Friday 7:30 AM-5:00 PM 
If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert B. Mondesi can be reached on 571-272-0956 

The fax phone number for the organization where this application or proceeding 
is assigned is 571-273-8300. 
/Khatol S Shahnan-Shah/ 
Examiner, Art Unit 1645 
March 14, 2009 

/Robert B Mondesi/ 

Supervisory Patent Examiner, Art Unit 1645 



